
1 Washington ' -^ ,...-. -^
August 08,2001
Mr. Anthony Medrano
U.S EPA Region Vff l /TMS-Q
Supervisor Environmental Protection S p e c i a l i s t
999 18™ Stree t , Suite 500
Denver, CO 80202
RE: RAC 68-W7-0037
SUBJECT: Washington Group Internat i ona l , Inc. Data U s a b i l i t y Assessment in Relation to the Quality
Assurance Audit Report of Paragon Analytics , Inc.
Dear Mr. Medrano:
Pursuant to the Paragon A n a l y t i c s , Inc. audit f i n d i n g s , the audit team would l ik e to addre s s the
compl iance and u s a b i l i t y of the data set f r o m the RAC s a m p l i n g events that have occurred to date. In
scope and c o m p l e x i t y , the audit was comprehensive and f o c u s e d on the overall QA programs and
compl ianc e to the c l i e n t - s p e c i f i c RAC p r o j e c t requirements. Many of the c ond i t i on s observed during
the audi t , a l t h o u g h s i g n i f i c a n t , do not d i r e c t l y a f f e c t the data u s a b i l i t y based on the v a l i d a t e d qua l i ty
assurance documentat ion as soc iated with this data and the f o l l o w i n g rat ionale s p e c i f i c to each audit
f i n d i n g report ( A F R ) .
• AFR No. 1- P a r a g o n ' s L Q A P and two S O P s were pas t the required revision dates . It should be

noted that upon approva l of Paragon as the primary laboratory f o l l o w i n g the b i d d i n g p r o c e s s , the
revisions of the LQAP and S O P s were u p d a t e d and current. The minor changes needed in revisions
(i.e. waste d i s p o s a l , lab s a f e t y and current p r a c t i c e s ) were determined to be standard maintenance of
the written QA Program and do not a f f e c t the p r o t o c o l s for sample analysis in the lab. The audit
team observed that the ana ly t i ca l me thod s were being f o l l o w e d in the laboratory, and has c on f i rmed
method c o m p l i a n c e through W G I ' s data va l ida t i on .

• AFR No. 2- Lab training records were f ound to be m i s s i n g or i n c o m p l e t e . During the audi t , the
laboratory was in the proces s of reorganizing and res tructuring training records. Department-
s p e c i f i c training records such as initial demonstrations of p r o f i c i e n c y exist in the LIMS database
but have not been organized and p l a c e d in each a n a l y s t ' s f i l e . The c o m p l e t e f i l e s for key personnel
were observed to have all documents inc luded . Paragon is current ly d e v e l o p i n g a da taba s e i n t e r f a c e
that will s u p p l e m e n t a n d / o r r e p l a c e the ch e ck l i s t s used in order to track and manage the f i l e s more
e f f i c i e n t l y and e f f e c t i v e l y while the phys i ca l reorganizat ion takes p l a c e .

• AFR No. 3- The l a b o r a t o r y ' s in-house control l i m i t s have not been u p d a t e d semi-annually. WGI
wil l now require Paragon to prov id e documentat ion of quarter ly control charting whether the l i m i t s
change c on s id erab ly or not. However, it should be noted that p r o j e c t - s p e c i f i c l i m i t s have been used
for the m a j o r i t y of s a m p l e s run under the RAC p r o j e c t s as s p e c i f i e d in the p r o j e c t s p e c i f i c QAPP
( V B / I - 7 0 s a m p l e s ) . Where p r o j e c t - s p e c i f i c l imi t s were not s p e c i f i e d , qua l i ty control r e su l t s were
compared against the l i m i t s s p e c i f i e d in the EPA N a t i o n a l F u n c t i o n a l G u i d e l i n e s for I n o r g a n i c and
Organic Data Review ( I n t e r m o u n t a i n W a s t e Oil R e f i n e r y s a m p l e s ) . Where the G u i d e l i n e s d e f e r to
in-house laboratory l imi t s , P a r a g o n ' s controls l imi t s were a p p l i e d f o l l o w i n g review to conf irm that
the l i m i t s were reasonable.
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• AFR No. 4- Certain ou t-o f- s erv i c e lab in s t rumen t s / equ ipmen t were mis s ing "tag-out" l a b e l s , but
were not being used by any of the analysts. Paragon personnel p l a c e d tags on the two piece s of
equipment noted in the audit report on 5 / 8 / 0 1 and searched the lab for any other e x i s t i n g
instruments or equipment needing to be t agged and s egr ega t ed (none were f o u n d ) . The mi s s ing tag-
out l a b e l s did not impact any of WGI's data sets based on review of the raw data , which s p e c i f i e s
the instrument i d e n t i f i c a t i o n .

• A F R N o . 5 - S o m e o f t h e l a b ' s N o n - C o n f o r m a n c e R e p o r t s ( N C R s ) were mis s ing c o m p l e t e
documentat ion of f o l l o w - u p and closure by the QA d e p a r t m e n t . N o n e of the RAC data set p rov id ed
to date has had a NCR issued or generated for the data package . The audit team agrees with
Paragon that the NCR proce s s i s e f f e c t i v e as currently de s igned if f u l l y i m p l e m e n t e d and closed out
for every report. T h i s Audi t F i n d i n g was issued to Paragon to ensure that a f u l l y comple t ed report
i s f i l e d and retained in the lab ' s records, which inc lude s documentat ion o f d i s p o s i t i o n , corrective
action f o l l o w - u p and p r o p e r closure. Every NCR reviewed showed that the p r o j e c t manager a n d / o r
the client were n o t i f i e d for the issue i d e n t i f i e d . A review of P a r a g o n ' s NCR log i n d i c a t e d that no
NCR's were issued against or corre la t ing to methods run for or s a m p l e s p r o v i d e d by WGI.

• AFR No. 6 and 7- Internal QA audi t s were not conducted m o n t h l y with documentat ion in the f orm
of a che ck l i s t a long with f o l l o w - u p s and formal closure. It should be noted that there are no
m e t h o d - s p e c i f i c requirements for internal QA audit s . The audit team saw evidence that Paragon has
r e c en t ly hos ted a large number of external audit s . Paragon s ta t ed that they al so count external
audits as a monthly QA audit in their audit scheduling. Paragon will be revising the internal QA
audit s c h e d u l e and SOP 937 to r e f l e c t the current lab prac t i c e and c h e c k l i s t s used. The audit team
reviewed numerous internal and external audit documents showing corrective actions taking p l a c e
and s u c c e s s f u l audit closure.

In summary, the d e f i c i e n c i e s i d e n t i f i e d in the audit report were programmatic in nature and were not
d a t a - q u a l i t y a f f e c t i n g . WGI conc lude s that Paragon A n a l y t i c s ha s prov id ed d e f e n s i b l e data that meet
t h e p r o j e c t c o m p l e t e n e s s o b j e c t i v e s with none o f t h e s a m p l e da ta being r e j e c t e d . W G I ' s data
v a l i d a t i o n p e r f o r m e d on level 4 raw data package s has v e r i f i e d c o m p l i a n c e to the m e t h o d - s p e c i f i c and
p r o j e c t - s p e c i f i c requirements and f ound no sy s t emat i c bias. The audit team conc lude s that the d a t a
provided by Paragon is compliant and usable.
Should you have any questions regarding this assessment, p l ease contact me at (303) 843-3204.
Sincer

/&•————
Paul M. Bell
Quality Assurance Manager
Cc: J. Powell

B. Lavel l e
L. Lloyd
M. G o l d a d e


